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DETAILED ACTION 
Response to Arguments 

Regarding Anderson 

Applicant argues that Anderson does not describe a plurality of curves. 
Examiner respectfully disagrees. As seen in fig. 2, a small curved portion 
creates a curve connecting each "linear portion," thus Anderson does teach a 
plurality of curves. 

Applicant's arguments with respect to claims 1-4, 6, 9-14, 17, 19-22, 24, 
26-28, 31, 33-38, 40, 43-48, 51, 53, 54, 57-59 and 63 have been considered but 
are moot in view of the new ground(s) of rejection. 
Regarding Giesy 

Applicant's arguments filed 8/22/06 have been fully considered but they 
are not persuasive. 

Applicant argues that Giesy does not teach wherein the substantially 
straight portion is bent at an angle relative to the shaft. Examiner respectfully 
disagrees. If applicant applies the same logic to the current application, it will be 
seen that the specification is not enabled. The curved portion is inherently the 
portion of the shaft adjacent to the substantially straight portion, and thus it would 
be impossible for the straight portion to be bent with respect to an adjacent 
portion of the shaft. In accordance with the embodiments of the specification (in 
particular figs. 14-16), wherein substantially straight portion is (91) is bent with 
respect to an adjacent portion of the shaft, wherein the straight portion and the 
shaft portion are connected by a curved portion as seen in figs. 14-16. Thus, 
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portion 20e of Giesy is simply the bent portion, allowing for straight portion 20f to 
be bent with respect to adjacent shaft portion 22. Thus, applicant sustains the 
prior rejection of claims 1, 8, 13-16, 19, 27-30, 33, 42 and 47-50. 
Regarding Raz 

Applicant's arguments with respect to claims 1, 2, 5, 7, 13, 18, 19, 20, 23, 
25, 27, 32, 33, 36, 39, 41 , 47 and 52 with respect to Raz have been considered 
but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1, 4, 5, 7, 9-11, 19, 22, 23, 25, 33-35, 38, 39, 41, 43-45, 53, 56-58 
and 62-63 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Brenneman et al. (US 6319272). 

Regarding Claim 1, Brenneman teaches a delivery device for delivering an 
implant to an anatomical site in a body of a patient, the device comprising, a 
handle (310), and a shaft (320) having proximal and distal ends and shaped to 
describe a plurality of curves substantially in a single plane along its length (fig. 
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17), the proximal end of the shaft being attached to the handle (fig. 17) wherein 
the distal end of the shaft includes a substantially straight portion (389) bent at an 
angle to an adjacent portion of the shaft (at 320 in fig. 18) , and the substantially 
straight portion (389) has a length that is less than about 10% of the entire length 
of the shaft. 

Regarding Claim 4, Brenneman teaches the delivery device of claim 1, 
wherein the substantially straight portion is bent at an angle toward a pubic.bone 
of a patient (fig. 17). 

Regarding Claim 5, Brenneman teaches the delivery device of claim 2, 
wherein the angle relative to the shaft is about 90 degrees (fig. 21). 

Regarding Claim 7, Brenneman teaches the delivery device of claim 1 , 
wherein the angle relative to the shaft is less than about 90 degrees (fig. 18). 

Regarding Claim 9, Brenneman teaches the delivery device of claim 1 , 
wherein at least one of the curves describes an arc of greater than about 45 
degrees (angle between portions 397 and 393). 

Regarding Claim 10, Brenneman teaches the delivery device of claim 1, 
wherein at least one of the plurality of curves describes an arc of greater than 
about 60 degrees (angle between portions 397 and 393). 

Regarding Claim 11, Brenneman teaches the delivery device of claim 1, 
wherein at least one of the plurality of curves describes an arc of greater than 
about 90 degrees (angle between portions 397 and 393). 

Regarding Claim 19, Brenneman teaches a delivery device for delivering 
an implant to an anatomical site in a body of a patient, the device comprising, a 
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handle (310), and a shaft (320) having proximal and distal ends, the proximal end 
being connected to the handle (fig. 17) and the distal end including a 
substantially straight portion (338) bent at an angle relative to an adjacent portion 
of the shaft (at 320 in fig. 18), wherein the substantially straight portion has a 
length that is less than about 10% of the entire length of the shaft. 

Regarding Claim 22, Brenneman teaches the delivery device of claim 19, 
wherein the substantially straight portion is bent at an angle toward a pubic bone 
of a patient (fig. 17). 

Regarding Claim 23, Brenneman teaches the delivery device of claim 19, 
wherein the angle relative to the shaft is about 90 degrees (fig. 21). 

Regarding Claim 25, Brenneman teaches the delivery device of claim 19, 
wherein the angle relative to the shaft is less than about 90 degrees (fig. 18). 

Regarding Claim 33, Brenneman teaches a delivery system for delivering 
an implant to an anatomical site in a body of a patient, the system comprising, an 
implant (348) having first and second ends, and a delivery device comprising a 
handle (310), and a shaft (320) having proximal and distal ends and shaped to 
describe a plurality of curves substantially in a single plane along its length, the 
proximal end of the shaft being attached to the handle (fig. 17) wherein the distal 
end of the shaft includes a substantially straight portion (389) bent at an angle 
relative to an adjacent portion (at 320 in fig. 18), of the shaft, and the 
substantially straight portion has a length that is less than about 10% of the entire 
length of the shaft. 
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Regarding Claim 34, Brenneman teaches the delivery system of claim 33, 
wherein the implant includes a sling for treating urinary incontinence (Column 12, 
proximate lines 28-30). 

Regarding Claim 35, Brenneman teaches the delivery system of claim 34, 
wherein the sling is configured for placement at a midurethral anatomical site in 
the body of a patient (fig. 17). 

Regarding Claim 38, Brenneman teaches the delivery system of claim 35, 
wherein the substantially straight portion is bent at an angle in a direction toward 
a pubic bone of a patient (fig. 17). 

Regarding Claim 39, Brenneman teaches the delivery device of claim 35, 
wherein the angle relative to the shaft is about 90 degrees (fig. 21). 

Regarding Claim 41, Brenneman teaches the delivery system of claim 35, 
wherein the angle relative to the shaft is less than about 90 degrees (fig. 17). 

Regarding Claim 43, Brenneman teaches the delivery device of claim 33, 
wherein at least one of the curves describes an arc of greater than about 45 
degrees (angle between portions 397 and 393). 

Regarding Claim 44, Brenneman teaches the delivery device of claim 33, 
wherein at least one of the plurality of curves describes an arc of greater than 
about 60 degrees (angle between portions 397 and 393). 

Regarding Claim 45, Brenneman teaches the delivery device of claim 33, 
wherein at least one of the plurality of curves describes an arc of greater than 
about 90 degrees (angle between portions 397 and 393). 
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Regarding Claim 53, Brenneman teaches a method of delivering an 
implant to an anatomical site in a body of a patient, the method comprising, 
inserting into a body of a patient a shaft having proximal and distal ends and 
shaped to describe a plurality of curves substantially in a single plane along its 
length (fig. 17), attaching the distal end of the shaft to a first end of an implant 
(fig. 18), and positioning the implant at an anatomical site within the body of the 
patient (fig. 17), wherein the distal end of the shaft includes a substantially 
straight portion (389) bent at an angle relative to an adjacent portion of the shaft, 
and the substantially straight portion has a length that is less than about 10% of 
the entire length of the shaft. 

Regarding Claim 56, Brenneman teaches the method of claim 53 
comprising inserting the shaft into the body of the patient transvaginal (fig. 17). 

• Regarding Claim 57, Brenneman teaches the method of claim 53, wherein 
the implant includes a sling for treating urinary incontinence (Column 12, 
proximate lines 28-30) and the method includes positioning the sling at a 
midurethral location (fig. 17). 

Regarding Claim 58, Brenneman teaches a method of delivering an 
implant to an anatomical site in a body of a patient, the method comprising, 
inserting into a body of a patient a shaft having proximal and distal ends, the 
proximal end being connected to the handle and the distal end including a 
substantially straight portion bent at an angle relative to an adjacent portion of 
the shaft and the substantially straight portion has a length that is less than about 
10% of the entire length of the shaft, attaching the distal end of the shaft to a first 
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end of an implant (fig. 18), and positioning the implant at an anatomical site 
within the body of the patient (fig. 17). 

Regarding Claim 62, Brenneman teaches the method of claim 58 
comprising inserting the shaft into the body of the patient transvaginal^ (fig. 17). 

Regarding Claim 63, Brenneman teaches the method of claim 58, wherein 
the implant includes a sling for treating urinary incontinence and the method 
includes positioning the sling at a midurethral location (fig. 17). 

Claims 1, 6, 8, 13-16, 18, 19, 24, 27-30, 32, 33, 42 and 47-50 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Giesy et a\. (US 5152749). 

Regarding Claim 1 , Giesy teaches a delivery device for delivering an 
implant to an anatomical site in a body of a patient, the device comprising, a 
handle (12), and a shaft (20) having proximal and distal ends and shaped to 
describe a plurality of curves substantially in a single plane along its length (fig. 
7), the proximal end of the shaft being attached to the handle (fig. 2) wherein the 
distal end of the shaft includes a substantially straight portion (20f) bent at an 
angle to an adjacent portion of the shaft (22c) , and the substantially straight 
portion (22f) has a length that is less than about 1 0% of the entire length of the 
shaft. 

Regarding Claim 6, Giesy teaches the delivery device of claim 1 , wherein 
the angle relative to the shaft is greater than about 90 degrees. 
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Regarding Claim 8, Giesy teaches the delivery device of claim 1, wherein 
a most distal one of the plurality of curves includes a concave portion (20e) and a 
convex portion (20d) and the bend is formed toward the concave portion (fig. 7). 

Regarding Claim 1 3, Giesy teaches the delivery device of claim 1 , 
including a connector (20b) located at the distal end of the shaft for attaching to 
an end of the implant (40). 

Regarding Claim 14, Giesy teaches the delivery device of claim 13, 
wherein the connector (20b) is formed integral to the shaft (20). 

Regarding Claim 15, Giesy teaches the delivery device of claim 14, 
wherein the connector includes a slot (82) formed in the shaft. 

Regarding Claim 16, Giesy teaches the delivery device of claim 14, 
wherein the slot extends from a surface of the shaft radially (82) into the shaft 
and axially in a distal direction (83) to form a substantially L- shape. 

Regarding Claim 18, Giesy teaches the delivery device of claim 13, 
wherein the connector includes a receptacle (82) portion for interfitting with a 
mating connector on the end of the implant. 

Regarding Claim 19, Giesy teaches a delivery device for delivering an 
implant to an anatomical site in a body of a patient, the device comprising, a 
handle (12), and a shaft (20) having proximal and distal ends, the proximal end 
being connected to the handle (fig. 2) and the distal end including a substantially 
straight portion (20f) bent at an angle relative to an adjacent portion of the shaft 
(20c), wherein the substantially straight portion has a length that is less than 
about 10% of the entire length of the shaft. 
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Regarding Claim 24, Giesy teaches the delivery device of claim 19, 
wherein the angle relative to the shaft is greater than about 90 degrees. 

Regarding Claim 27, Giesy teaches the delivery device of claim 19, 
including a connector (20b) located at the distal end of the shaft for attaching to 
an end of the implant (40). 

Regarding Claim 28, Anderson teaches the delivery device of claim 27, 
wherein the connector (20b) is formed integral to the shaft (20). 

Regarding Claim 29, Giesy teaches the delivery device of claim 28, 
wherein the connector includes a slot (82) formed in the shaft. 

Regarding Claim 30, Giesy teaches the delivery device of claim 28, 
wherein the slot extends from a surface of the shaft radially (82) into the shaft 
and axially in a distal direction (83) to form a substantially L- shape. 

Regarding Claim 32, Giesy teaches the delivery device of claim 27, 
wherein the connector includes a receptacle (82) portion for interfitting with a 
mating connector on the end of the implant. 

Regarding Claim 33, Giesy teaches a delivery system for delivering an 
implant to an anatomical site in a body of a patient, the system comprising, an 
implant (40) having first and second ends, and a delivery device comprising a 
handle (12), and a shaft (20) having proximal and distal ends and shaped to 
describe a plurality of curves substantially in a single plane along its length, the 
proximal end of the shaft being attached to the handle (fig. 2) wherein the distal 
end of the shaft includes a substantially straight portion (20f) bent at an angle 
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relative to an adjacent portion (22c) of the shaft, and the substantially straight 
portion has a length that is less than about 10% of the entire length of the shaft. 

Regarding Claim 42, Giesy teaches the delivery device of claim 33, 
wherein a most distal one of the plurality of curves includes a concave portion 
(20e) and a convex portion (20d) and the substantially straight portion bent at an 
angle is formed toward the concave portion (fig. 7). 

Regarding Claim 47, Giesy teaches the delivery device of claim 33, 
including a connector (20b) located at the distal end of the shaft for attaching to 
an end of the implant (40). 

Regarding Claim 48, Anderson teaches the delivery device of claim 47, 
wherein the connector (20b) is formed integral to the shaft (20). 

Regarding Claim 49, Giesy teaches the delivery device of claim 48, 
wherein the connector includes a slot (82) formed in the shaft. 

Regarding Claim 50, Giesy teaches the delivery device of claim 48, 
wherein the slot extends from a surface of the shaft radially (82) into the shaft 
and axially in a distal direction (83) to form a substantially L- shape. 

Regarding Claim 52, Giesy teaches the delivery device of claim 47, 
wherein the connector includes a receptacle (82) portion for interfitting with a 
mating connector on the end of the implant. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1, 3, 12, 13, 17, 19, 21, 26, 27, 31, 34, 35, 37, 40, 46,47, 51, 53- 

55, 58-61 and 64 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Anderson in view of Brenneman as a matter of design choice. Anderson 

teaches a method of delivering an implant to an anatomical site in a body 

comprising: 

• inserting into a body of a patient a shaft having proximal and distal ends 
and shaped to describe a plurality of curves substantially in a single plane 
along its length (fig. 4) 

• attaching the distal end of the shaft to a first end of an implant (fig. 6), and 
positioning the implant at an anatomical site within the body of the patient 
(fig. 8) 

• wherein the distal end of the shaft includes a substantially straight portion 
(58) bent at an angle relative to an adjacent portion of the shaft 
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• inserting the shaft into the body of the patient suprapubically (fig. 4). 

• inserting the shaft into the body of the patient suprapubically (fig. 4). 

• wherein the implant includes a sling (46) with first and second ends for 
treating urinary incontinence and the method includes positioning the sling 
in a loop around a midurethral location (fig. 11) with the ends of the sling 
extending from the midurethral location along an anterior surface of the 
pubic bone of the patient. 

• wherein the angle is determined to accommodate a pubic bone of a 
patient (fig. 11). 

• wherein the handle and the shaft are reversibly attached (fig. 2). 

• a connector (58) located at the distal end of the shaft for attaching to an 
end of the implant (46). 

• the connector includes a plug portion (58) for interfitting with a receptacle 
(56) on the end of the implant. 

• an implant (46) having first and second ends 

• a delivery device comprising a handle (64), and a shaft (60) having 
proximal and distal ends and shaped to describe a plurality of curves 
substantially in a single plane along its length, the proximal end of the 
shaft being attached to the handle 

• the implant includes a sling for treating urinary incontinence (Column 9, 
proximate lines 1-5). 

• The sling is configured for placement at a midurethral anatomical site in 
the body of a patient (fig. 9) 
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Anderson fails to disclose wherein the substantially straight portion has a 
length that is less than about 10% of the entire length of the shaft or wherein the 
shaft is introduced into the body of the patient prepubically or transobturally. 

Regarding the limitation wherein the substantially straight portion has a 
length that is less than about 10% of the entire length of the shaft, Due to lack of. 
criticality in the specification, it would have been an obvious matter of design 
choice to define the length of the distal straight section as being less than about 
10% of the length of the shaft, since such a modification would have involved a 
mere change in size of a component. A change in size is generally recognized 
as being within the level of ordinary skill in the art. In re Rose 105 USPQ 237 
(CCPA 1955). Further it would be obvious to alter size of the distal straight 
section to accommodate different body sizes. 

Regarding wherein the shaft is introduced into the body of the patient 
prepubically or transobturally, the application discloses wherein the same 
instrument is capable of performing each procedure and the applicant fails to 
disclose any advantage of using a prebubic or transobtural procedure rather than 
a suprapubic approach as disclosed by Anderson or transvaginal approach as 
taught by Brenneman. Since the applicant has not disclosed that these two 
methods provide any advantage over the suprapubic procedure, and the device 
of Anderson is capable of performing a transvaginal approach as taught by 
Brenneman, or prepubic or transobtural procedure to place a surgical implant at 
a midurethral area, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to perform the procedure using the device 
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transvaginal^ as disclosed by Brenneman, or prepubically or transobturally as a 
matter of design choice. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection 
presented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. 
See MPEP § 706.07(a). Applicant is reminded of the extension of time policy as 
set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Natalie Pous whose telephone number is 
(571) 272-6140. The examiner can normally be reached on Monday-Friday 
8:00am-5:30pm, off every 2nd Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The 
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fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
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